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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Claims 1-17 and 26 in the reply filed on 
October 16, 2006 is acknowledged. 

Claims 18-25 and 27-33 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on 
October 17,2006. 

Claim Objections 

2. Claim 10 is objected to because of the following informalities: 

Claim 10 recites the limitation "the control unit" in line 1 of the claim. There is 
insufficient antecedent basis for this limitation in the claim. A control unit is not 
disclosed in Claim 10 or any claim from which it depends. Examiner suggests that "the 
control unit" in Claim 10 be replaced with "a control unit." Appropriate correction is 
required. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 1-4, 6, 8-10, 16, and 26 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Hole et al. (US 2004/0081580). 

1 . With respect to Claim 1-4 and 6, Hole et al. disclose a device 10 comprising a 
pump arrangement 4, a venous catheter 50 and arterial catheter (14 and 16) for 
maintaining artificial circulation, a first means 7 for feeding an analysis gas into the 
artificial circulation, and a second means 140 capable of monitoring whether a blood 
exchange takes place between the artificial circulation and the systemic circulation of 
the body 2. Hole et al. further disclose that the first means comprise an oxygenator 32 
and an analysis gas delivery line 9 capable of delivering analysis gas into said 
oxygenator 32, and that the second means comprise at least one gas sensor 140 for the 
analysis gas, as per Claims 2, 3, and 4. Said at least one sensor 140 is arranged in the 
artificial circulation, as per Claim 6. See Figures 1 and 9. 

2. With respect to Claims 8 and 10, Hole et al. disclose a flow control 
valve/pressure regulator 8 on analysis gas delivery line 9. In order to regulate pressure 
and control flow, said flow control valve/pressure regulator 8 must be able to sense the 
amount of gas in the line. Therefore, the flow control valve/pressure regulator 8 is 
capable of acting as a gas sensor. Furthermore, with respect to Claim 10, it is inherent 
that if flow is being controlled, the flow control valve/pressure regulator must be 
connected to the control unit 1 in some way. 
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3. With respect to Claim 9, Hole et al. disclose that there is a control unit 1 within 
the gas delivery unit 1 . Said control unit is connected to said at least one gas sensor 
140 and controls flow through the system, meaning that it is capable of switching off the 
artificial circulation in the event of a blood exchange. See section [0049], 

4. With respect to Claim 16, Hole et al. disclose a device 10 comprising a pump 
arrangement 4, a venous catheter 50 and arterial catheter (14 and 16) for maintaining 
artificial circulation, a first means 7 for feeding an analysis gas into the artificial 
circulation, and a second means 140 capable of monitoring whether a blood exchange 
takes place between the artificial circulation and the systemic circulation of the body 2. 
Hole et al. further disclose that the first means comprise an oxygenator 32 and an 
analysis gas delivery line 9 capable of delivering analysis gas into said oxygenator 32, 
and that the second means comprise at least one gas sensor 140 for the analysis gas. 
Said at least one sensor 140 is arranged in the artificial circulation. 

5. With respect to Claim 26, Hole et al. disclose a blood treatment device 
comprising an oxygenator 32, an analysis gas delivery line 7, at least one venous 
catheter (48 and 56), and at least one arterial catheter (14 and 16). See Figures 1 and 

9 - 

6. Claims 1-4, 6, 8-10, 16, and 26 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Kamibayashi (US 6,555,058). 

7. With respect to Claim 1-4 and 6, Kamibayashi et al. disclose a device comprising 
a pump arrangement 9, a venous catheter and arterial catheter (4 and 17, respectively) 
for maintaining artificial circulation, a first means 10 for feeding an analysis gas into the 
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artificial circulation, and a second means 30 capable of monitoring whether a blood 
exchange takes place between the artificial circulation (to the left of dialyzer 1 1 in Figure 
1 )) and the systemic circulation of the body 1 . Said first means comprises an 
oxygenator 34 and an analysis gas delivery line 4 through which an analysis gas flows 
into the artificial circulation. Kamibayashi et al. further disclose that the second means 
comprise at least one gas sensor 30 for the analysis gas, as per Claim 3. Said at least 
one sensor 30 is arranged in the artificial circulation, as per Claim 6. See Figures 1 and 
9. 

8. With respect to Claims 5 and 15, Kamibayashi et al. disclose disclose a device 
comprising a pump arrangement 9, a venous catheter 17 and arterial catheter 4 for 
maintaining artificial circulation, a first means 4 capable of feeding an analysis gas into 
the artificial circulation, and a second means 30 comprising a gas sensor capable of 
monitoring whether a blood exchange takes place between the artificial circulation and 
the systemic circulation of the body 2. Kamibayashi et al. further disclose that a further 
gas sensor is arranged in a respiratory mask 38 and is capable of measuring the air 
exhaled from the body (column 13, lines 24-42). Therefore, the sensors are capable of 
detecting the presence of a gas in a patient's breath. 

9. With respect to Claims 8 and 10, Kamibayashi et al. disclose a further analysis 
gas sensor 5 in the analysis gas delivery line 4. Said gas sensor 5 is connected to a 
control unit 33 which receives data from respective sensors. See Figure 1. 

10. With respect to Claim 9, Kamibayashi et al. disclose a control unit is connected to 
said at least one gas sensor 30 and is capable of controlling flow through the system. 
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Therefore, the control unit 33 is capable of switching off the artificial circulation in the 
event of a blood exchange. See column 12, line 63 through column 13, line 23. 

1 1 . With respect to Claim 16, Kamibayashi et al. disclose a device comprising a 
pump arrangement 9, a venous catheter and arterial catheter (4 and 17, respectively) 
for maintaining artificial circulation, a first means 10 for feeding an analysis gas into the 
artificial circulation, and a second means 30 capable of monitoring whether a blood 
exchange takes place between the artificial circulation and the systemic circulation of 
the body 1 . Said first means comprises an oxygenator 34 and an analysis gas delivery 
line 4 through which an analysis gas flows into the artificial circulation. Kamibayashi et 
al. further disclose that the second means comprise at least one gas sensor 30 for the 
analysis gas, and that said at least one sensor 30 is arranged in the artificial circulation . 

12. With respect to Claim 26, Kamibayashi et al. disclose a blood treatment device 
comprising an oxygenator 34, an analysis gas delivery line 4, a venous catheter 17, and 
an arterial catheter 4. See Figure 1. 

Claim Rejections - 35 USC § 103 

13. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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14. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1 5. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f)or(g) 
prior art under 35 U.S.C. 103(a). 

16. Claims 5 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hole et al. in view of Burton (WO 01/43804). Hole et al disclose a device comprising a 
pump arrangement 4, a venous catheter 50 and arterial catheter (14 and 1 6) for 
maintaining artificial circulation, a first means 7 capable of feeding an analysis gas into 
the artificial circulation, and a second means 140 comprising a gas sensor capable of 
monitoring whether a blood exchange takes place between the artificial circulation and 
the systemic circulation of the body 2. Hole et al., however, do not disclose that a gas 
sensor is arranged in a respiratory mask for the air exhaled from the body. Burton 
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discloses a respiratory mask comprising sensors capable of detecting the presence of a 
gas in a patient's breath. It is well known that a gas in the blood stream will eventually 
be exhaled through the lungs (for example: carbon dioxide). Therefore, the presence of 
analysis gas in the systemic circulation could easily be detected via a mask placed at 
the patient's mouth. Therefore, It would have been obvious to one skilled in the art at 
the time of invention to combine the blood treatment device of Hole et al. with the 
respiratory gas sensors of Burton in order to determine if the analysis gas is entering 
the body. 

17. Claims 7 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hole et al. in view of Patterson et al. (US 2003/0095892). Hole et al. disclose a device 
10 comprising a pump arrangement 4, a venous catheter 50 and arterial catheter (14 
and 16) for maintaining artificial circulation, a first means 7 for feeding an analysis gas 
into the artificial circulation, and a second means 140 capable of monitoring whether a 
blood exchange takes place between the artificial circulation and the systemic 
circulation of the body 2. Hole et al., however, does not disclose that a gas sensor is 
arranged in the air outlet line of the oxygenator. Patterson et al. disclose a apparatus 
for blood oxygenation comprising a bulk gas exit vent 64 capable of being controlled by ' 
the controller to adjust the air flow rate (Section [01 07]). Patterson et al. further disclose 
that the oxygenator may comprise gas sensors (Section [01 17]), which are capable of 
being arranged in the air outlet line to determine the presence of an analysis gas. It is 
inherent that a sensor is present in the gas outlet line in order for the controller to 
achieve the desired air flow rate in the gas outlet line. Therefore, it would have been 
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obvious to one skilled in the art at the time of invention to combine the blood treatment 
device of Hole et al. with the gas sensor of Patterson in order to determine the amount 
of analysis gas that is exiting the system. 

18. Claims 1 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kamibayashi et al. in view of Senning et al. (US 3,065,748). Kamibayashi et al. disclose 
a device comprising a pump arrangement 9, a venous catheter 17 and arterial catheter 
4 for maintaining artificial circulation, a first means 4 for feeding an analysis gas into the 
artificial circulation, and a second means 30 capable of monitoring whether a blood 
exchange takes place between the artificial circulation and the systemic circulation of 
the body 1 . Hole et al., however, do not disclose that the analysis gas comprises N2O, 
nor does he disclose that said at least one gas sensor comprises a N2O sensor with a 
sensitivity of 1-1000 ppm. Senning et al. disclose a blood oxygenation device wherein a 
mixture of oxygen and N 2 0 are introduced through a tube 16 (column 2, lines 27-29). 
Regarding the sensitivity of the sensors disclosed in Claims 13 and 14, it is inherent that 
the sensors are able to record a typical range of concentrations that would be found in 
an extracorporeal system. It would have been obvious to one skilled in the art at the 
time of invention to combine the blood treatment device of Hole et al. with the N 2 0 
analysis gas of Senning et al. in order to provide a narcotic that can also be used to 
determine whether fluid is being transferred into the systemic circulation. 
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Conclusion 



19. . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Phil Wiest whose telephone number is (571 ) 272-3235. 
The examiner can normally be reached on 8:30am-5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on (571 ) 272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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